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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on September 11, 2008 has been entered. 

Claims 1, 6, 16, 21, 30, 33-35 have been amended. Claims 1, 2, 4-17, 19-29, 38 and 39 
are under examination in the present Office action. 

Election/Restriction 

Newly submitted claims 38 and 39 are directed to the same invention as the elected 
invention of group I drawn to the DNA vaccine, and therefore claims 38 and 39 are examined in 
the present Office Action. New claim 40, drawn to a method of enhancing protective immunity is 
directed to an invention that is independent or distinct from the invention originally claimed for 
the following reasons: 

The newly submitted claims are drawn to two different inventions: 

I. Claims 1, 2, 4-17, 19-29, 38 and 39, drawn to a DNA vaccine, classified in class 
424, subclass 218.1. 

II. Claims 30-35 and 40, drawn to drawn to a method of enhancing protective 
immunity to hepatitis C virus, classified in class 514, subclass 44. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for prosecution 
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on the merits. The invention of the above group I has been examined on the merits in the Office 
action of 5/24/2007 and 3/14/2008, and therefore claims 1, 2, 4-17, 19-29, 38 and 39, directed to 
the invention of group I are presently examined. Accordingly, claims 30-35 and new claim 40 
are withdrawn from consideration as being directed to a non-elected invention. See 37 CFR 
1.142(b) and MPEP § 821.03. It is noted that the method claims can be rejoined once the product 
claims are indicated allowable. Product claims are presently rejected as discussed below. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Rejection of claims 1, 2, 4-17, 19-29 and new claims 38 and 39 under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the enablement requirement is maintained as a scope of 
enablement rejection. 

Claims 1, 2, 4-17, 19-29, 38 and 39 are rejected under 35 U.S.C. 1 12, first paragraph, 
because the specification, while being enabling for an immunogenic composition for inducing 
immune responses to treat HCV infection in HCV infected subjects, does not reasonably provide 
enablement for a vaccine (that prevents or protects against HCV infection). 

The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to practice the invention commensurate in scope with 
these claims. 
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Applicant's arguments have been fully considered but fail to persuade. Applicants argue 
that there are no claims currently under prosecution that claim a method of treating or preventing 
HCV and that the withdrawn claims are drawn to methods of enhancing protective immunity to 
HCV. Applicants argue that that the present patent application clearly teaches how to use the 
claimed vaccine to enhance protective immunity and thus limit or inhibit the development of 
chronic infection. 

In response to Applicant's arguments the Office acknowledges that the present 
specification provides working examples showing induction of immune responses due to 
immunization of chimpanzees with the recombinant adenovirus constructs comprising HCV 
proteins. It is also acknowledged that Applicants conducted challenge experiments in 
immunized chimpanzees. Working examples 12 and 16 discuss immunization and challenge 
experiments in chimpanzees. Example 12 refers to Figure 15 in the drawings, and Table 1. 
Figure 15 shows vaccination and challenge schedule and Table 1 provides general information 
with regard to chimpanzee's age and exposure to HBV and HCV. Example 16 discusses 
quantification of HCV in challenged chimpanzees using quantitative PCR. Figure 19 shows the 
results of the quantitative PCR. However, the results of the HCV measurement in Figure 19 
show detectable levels of HCV, at two weeks post challenge in chimpanzee designated as "400" 
and in chimpanzees "397" and "402". The results show even higher levels of HCV at four weeks 
post challenge as compared to two weeks post challenge, see" chimpanzee 381, 397, and 402. 
Only one chimpanzee 393 showed undetectable levels of HCV at two and four weeks post 
challenge. Thus Applicant's experimental results clearly indicate that the vaccine composition of 
the present invention was not effective in preventing HCV infection in chimpanzees. 
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While the compositions of the invention are effective in inducing HCV specific cellular 
immune responses and while it would have been predictable that the compositions could be used 
to treat HCV infection in HCV infected patients, it would have been rather unpredictable to 
conclude that the present compositions could be used as preventative or protective vaccines. 

Examiner has reviewed the references discussing the state of the art with regard to the 
HCV vaccines, provided by Applicants on 9/1 1/2008. Examiner acknowledges that the 
researches developing vaccines against HCV focus their strategies to limit chronic infection 
rather than to prevent infection itself, as argued by Applicants. However the term "vaccine" 
recited in the present claims is not limited to the therapeutic vaccines that are aimed at treating 
chronic HCV infection in HCV infected patients, but broadly encompasses the preventative and 
protective vaccines. Additionally, the present specification does not define the claimed DNA 
vaccine as a vaccine that is limited for the therapeutic use in patients infected with HCV. The 
specification defines the DNA vaccine as a plasmid containing genes that work as antigens (see 
[0020]). Furthermore, the specification contemplates vaccines used for protection against HCV 
infection as well as treatment of HCV (see [0017-0019). 

[0017] In order to achieve other object of the invention, the present invention provides a vaccine 
administrating method characterized by enhancing the protective immunity to HCV by boosting 
with the above adenovirus vaccine after priming with the DNA vaccine 2-5 times. 

[0018] The present invention also provides a method to enhance the protective immunity to HCV 
by increasing CD4+ Thl immune response by boosting with a recombinant adenovirus vaccine 
after priming with a DNA vaccine. 

[0019] The present invention further provides a method for the prevention and the treatment of 
hepatitis C, which is characterized by boosting with a recombinant adenovirus vaccine after 
priming with a DNA vaccine. 
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[0020] The term "DNA vaccine" herein means a plasmid containing a gene coding a protein that 
works as an antigen or a substance containing the said plasmid and pharmaceutical components 
that are generally added for the vaccine preparation. 

The reference by Lechman et al. (Seminars in Liver Disease, 2000) submitted by 
Applicants discusses the obstacles to developing protective HCV vaccines. Lechman et al. also 
discusses the development of therapeutic HCV vaccines. As of today a preventative vaccine 
against HCV does not exists. 

In conclusion, in view of the teachings in the art and the working examples provided in 
the specification it is the Office's position that the Applicants have not provided sufficient 
enablement for the claimed vaccines. Thus in view of the above the rejection is maintained. 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) (he invention was patented or described in a printed publication in this or a loreiun countr\ or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Rejection of claims 1, 2, 6, 16, 21 and new claims 38 and 39 under 35 U.S.C. 102(b) as 
being anticipated by Saito et al. (US Patent 5,731,172) is maintained. 

Rejection of claims 1, 2, 6 and new claim 38 under 35 U.S.C. 102(e) as being anticipated 
by Tang et al. (US 2004/0166488 Al) is maintained. 
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Applicant's arguments have been fully considered but fail to persuade. Applicants 
amended the claims to recite "consisting essentially of with regard to the components of each 
plasmid. Applicants argue that the first, second and third plasmid of claims 1 and 16 cannot 
contain the additional elements described by Saito et al. and Tang et al. 

In response to Applicants arguments the Office notes that the term "consisting essentially 
of is construed as "comprising" absent a clear indication in the specification of what the term 
"consisting essentially of is intended to encompass (see MPEP 2111 .03). Thus the claims, as 
amended read on a DNA vector comprising DNA encoding El , E2, NS3, NS4 and NS5 proteins. 
Because both, the Saito's and Tang's constructs comprise DNA encoding El, E2, NS3, NS4 and 
NS5 proteins, Tang and Saito anticipate the present claims. 

With regard to the new claims 38 and 39, the claims recite the same limitations as claims 
1 and 16 respectively, except for the limitation "wherein the DNA vaccine enhances cytotoxic T 
lymphocyte response in a person immunized with the DNA vaccine." Claims 38 and 39 are 
rejected under 35 U.S.C. 102(b) as being anticipated by Saito et al. (US Patent 5,731,172) and 
Tang et al. (US 2004/0166488 Al) as discussed in the Office Action of 5/24/2007. The limitation 
of "wherein the DNA vaccine enhances cytotoxic T lymphocyte response in a person immunized 
with the DNA vaccine." is viewed as an inherent property of the compositions disclosed by Tang 
et al. and o et al. Thus in view of the above the rejections are maintained. 

Conclusion 

No claim is allowed. 

All claims are drawn to the same invention claimed in the application prior to the entry of 
the submission under 37 CFR 1.1 14 and could have been finally rejected on the grounds and art 
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of record in the next Office action if they had been entered in the application prior to entry under 
37 CFR 1.114. Accordingly, THIS ACTION IS MADE FINAL even though it is a first action 
after the filing of a request for continued examination and the submission under 37 CFR 1.1 14. 
See MPEP § 706.07(b). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 
1.136(a) will be calculated from the mailing date of the advisory action. In no event, however, 
will the statutory period for reply expire later than SIX MONTHS from the mailing date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to AGNIESZKA BOESEN whose telephone number is (571)272- 
8035. The examiner can normally be reached on 9:00 AM to 5:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/528,644 Page 9 

Art Unit: 1648 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Agnieszka Boesen/ 

Examiner, Art Unit 1648 

/Bruce Campell/ 

Supervisory Patent Examiner, Art Unit 1648 



